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this setting. My understanding is that the endpoint in question (ie. proceed to donation or not) is binary and not time-dependent. Would logistic regression not be more appropriate? P. 13 lines 13-9 -I would be surprised if there is enough power to perform the analysis described. 600 donors seems a very small number for such a complex analysis. This may a serious limitation of this part of the study.
Minor points: 1. Introduction: 'Living donation remains the gold-standard treatment for individuals with end-stage renal failure.' -'Live donor kidney transplantation', makes more sense. Additionally, the outcomes of live kidney donor transplantation are complex, not least for the donor. 'Live donor kidney transplant recipients have the best outcomes in terms of survival and function post transplantation.' or similar may be less provocative than 'gold-standard'. 
REVIEWER
Please leave your comments for the authors below This was an excellent overview of a multistep mixed methods research protocol on unrelated living donors. I believe the study will ultimately prove to be very interesting but this manuscript essentially is the research protocol and not the findings of the research itself which, I assume, will be underway shortly. I would suggest that instead of providing their research protocol for publication, the authors perform a literature review with recommendations for this type of study to be conducted and then ultimately, publish in the future the results of their impressively structured research protocol.
Response: Thank you for your comments. We are currently undertaking an extensive literature review on this subject. This manuscript was a planned output of our study management group consensus in order to increase awareness of the study and help with study recruitment.
Reviewer: 2 Dominic Summers Cambridge University, UK Please state any competing interests or state "None declared": None declared
Please leave your comments for the authors below This is an excellent study which will hopefully shed light onto a new and interesting element of kidney donation practice and will, I am sure, provide illumination of the barriers facing anyone setting up such a service. I expect this to have an international appeal.
This trial design has already been extensively reviewed in the process of getting funding and approval, and so I have only a few questions, and some minor elements of pedantry:
Will the donor control groups be matched in any way? I imagine these types of donor differ substantially in terms of background.
Response: Yes we will test for matching against centre volume for UKDs, age, sex, socioeconomic group etc-but we will not be recruiting based on matching, rather accounting for these factors in analysis Comment 2: P.13 line 8 -It is not clear how the survival analysis would be used in this setting. My understanding is that the endpoint in question (ie. proceed to donation or not) is binary and not time-dependent. Would logistic regression not be more appropriate?
Response: This was perhaps not specified in sufficient detail in the methods. Regarding the analysis relating to time to donation we will indeed use survival analysis. The unit of analysis will be the number of days between first contact with the unit and the date of donation, with those who where no decision has been made censored at the date of their last known status. Sensitivity analysis will assess different timings e.g. time from enquiry to decision. The text in the paper has been amended accordingly. (page12) P. 13 lines 13-9 -I would be surprised if there is enough power to perform the analysis described. 600 donors seems a very small number for such a complex analysis. This may a serious limitation of this part of the study.
Response: This is a useful point. The study has been powered based on the proportion of individuals proceeding to donation. Sufficient power is achieved in the survival analysis regarding individual level predictors (>90% for logrank test for categorical predictor). Power calculations for multi-level survival models are complicated but we concede that, even though the number of clusters is large, power to detect effects for centre level predictors is unlikely to be high. Page 12 last sentence of the first paragraph "Power to detect effects for individual level variables will be acceptable but only large effects will be detectable for centre level variables." 
Please leave your comments for the authors below RE: Aims/objectives #1 and research Q #1 (pp6-7/54): You are conflating a couple questions. I'd encourage pulling them apart. It is possible--and potentially appropriate--for donor candidacy to vary between centers, for both directed and undirected donors. Perhaps your first question is really whether UKD candidacy is different from directed KD candidacy at centers. From there, you can explore rationale/ justification for this. From my perspective, determinations about whether candidacy processes are 'unnecessarily preventing' UKD is beyond the scope of this qualitative study, and better served in a community-wide forum.
Response: Our aim is not too assess whether donor candidacy differs between centres or types of donor, but to determine whether there are barriers to UKD-the SKDs serve as a control, so that we are able to compare for example time for workup.We will look at centre effects amongst many other factors.
In terms of sample size calculation (p11/54), previous work has shown a high rate of UKD inquiry per actual UKD (Jacobs CL et al Am J Transplant. 2004 Jul; 4(7) : 1110-1116)-I'd recommend you be prepared for this, in terms of UKD candidate fall-out; or publish your very different findings!
Response: Thank you -we are aware of Jacobs paper, but we have little data in the UK, which is part of the reason for the study. We have based our initial calculations on a drop-out rate of 75%, from data from one (high volume) centre, but this may not be accurate. The paper cited is based on enquiries between 1997 and 2003 to one centre in the US. Of 300 people who made contact and were sent information, 249 made no further contact with the centre and only 51 (17%) were evaluated for suitability for donation. Of those evaluated 22 (43%) proceeded to donation. These figures are not so different from our assumptions, which were based on an audit at one centre in the UK. We will obtain aggregated numbers for each centre regarding the total number of contacts made but will, naturally, only be able to recruit those to a prospective study where further contact is made after the initial information is sent. Our assumption that 224 out of 624 will proceed to donation based on the 37% conversion rate at the UK centre is remarkably similar to that of 43% for the US centre. We have included the following text in our revision: Aggregated data will be provided by each centre regarding the total number of enquiries made to allow comparison with numbers making additional contact and recruited to the study.
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GENERAL COMMENTS
Thank you for your responses. I remain unconvinced by the need for
